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Office Action Summary 



Application No. 

09/908,955 
Examiner 
Robert B Mondesi 



Applicant(s) 

SAKSENA ET AL 
Art Unit 

1653 



Robert b ivionuesi i — — 

P TsHORTENED STATUTORY PER.OD FOR REPLY ,S SET TO EXPIRE 3_ MONTH(S) PROM 
THE MAILING DATE OF THIS COMMUNICATION.^^ lnnoevent>however , maya re P .y be « m eiy filed 

. Extensions of time may be available under '"^ p ™^'°" nlcation . . j„ be considered timely. 

• JS^E^ *"«««■ Sf 37 CFR 1.7M(b). 

Statu s 

m Responsive to communication(s) filed on a&BfitfflfeC^- 

. .-.k.ai 2bM This action is non-final. 

2a)D This act.on is FINAL. ^ prosecution as to the merits is 

Disposition of Claims 

A\m Claims 1-65 is/are pending in the application. 

AM Cla.m(s) 112 f awn frQm conside rat.on. 

4a) Of the above claim(s) Tv?fl, 44-4a ana » 

5M Claim(s) 61and62 is/are allowed. 

6) ia Claim(s) IJLm^M^^ 

7) S Claim(s) 3^31^41^50^ is/are objected to. 
si C.aim(s) ifi are subject to restriction and/or election requirement. 

Application Papers 

9)D The ZTXZ* or bD .0 * - .aminer. 

10) D The drawing(s) filed on is/are. aj_j abeV ance See 37 CFR 1 .85(a). 

1 1) D The proposed drawing correction filed on «. a)U app 

^ , approved, corrected drawings are retired in reply to this Office action. 

1 2 ) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 iov a v(ftt or (f). 

" 3D Ac— men, is made of a dalm forfor* priority under 35 U.S.C. , 119(a) ,d, 

aOAII b)D Some'cD None of: 

,n Certified copies of the priority documents nave been recmed. 

□ £2. co.es o, the priori,, document have been received in Appi.ca.on Na 

2.u oeiuiiBu h received in tr 



2.D cettmedoopiesofthepnoniyuo««..«-»-»— hQUP hppn received in this National Stage 

,.□ Copies of the certified I^S^S" " 

application from the International b\x*mi _ prtified copies not received. 

Attachment(s) 

1 ) El Notice of References Cited (PTO-892) 
2 n Notice of Draftsperson's Patent Drawing Review (PTO-948 
SSion Disclosure Statements) (PTO-1449) Paper No(s) 



4) 
5) 



Interview Summary (PTCM13) Paper No(s). 

. _ . . * i: *: — ~ / DTH. 1 



_ Notice of Informal Patent Application (PTO-1 52) 
6)D otner: 



j S Patent and Trademark Office 

PTO-326 (Rev. 04-01) 
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DETAILED ACTION 
Election/Restrictions 
Restriction to one of the following inventions is required under 



1. 

35U.S.C. 121: 



™ ■ ^ 1 ^Q-43 50-64 drawn to peptides and 
I C aims 1-34, jy-^o, w « j- 514 su b C ass 17. 

Ji-m^l-^a^ S^i of use or 

Lhod^atment ostitis C, classified in Cass 424, 

subclass 9.1. 

2 mentions I and II are rda.ed as product and process of use. The 

another notarially different product or »2) the product as claimed can be used ,n 
. materially different process o, using that product (MPEP . «UW» - <- 
ins tan, case-, product can he used in the alternative processes of a P op.os,s 

This app!ica«on contains d*» directed to the Mowing patently 
aistinc, compounds of the daimed invention: In claims, 1 -34 the presence o, a 
comp ound genera, structure torn* (Formula 1 , and the ability to substitute a 
va „,.v of independent selected moieties in positions 
z R1 R2 R3 and R4 has given rise to a multitude of confounds. Each one of 

Ap p,icant is required under 35 U.S.C. 1 21 to elect a single disclosed ™iety in 
positions A, E , 3, , U M, Q, W, V, Z, R1 , R2, R3 and R4 tha, is searchable for 



cells. 



3. 
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prosecution on ,he merits to which the claim, shail be restricted if no generic 
daim is finaily he.d to be aliowable. Currency, the moieties selected in positions 
A, E. G, J. L, M, Q, W. Y, Z, R1 , R2, R3 and R4 in the general formula (Formula 

I) are set forth in a series of alternatives. 

Applicant is ad^sed that a reply to this requirement must include a single 
m0 ie.y in positions A, E, G, J, L, M, Q, W, Y, Z, R1 . R2. R3. and R4 that is 
eiected consonant with this requirement, and a listing of ail claims readable 
thereon, including any claims subsequently added. An argument that a daim is 
allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Should applicant traverse on the ground that the peptides are no. patentably 
distinct, applicant should submit evidence or identify such evidence now of 

that this is the case, in either instance, if the examiner tads one of the 
inventions unpa.en,ab,e over the prior art, the evidence or adhesion may be 
used in a rejection under 35 U.S.C. 1 03(a) of the other invention. This applica,on 
contains claims directed to the following patentably distinct compounds of the 
c,ain*d invention: In claims 3943 a mulWude of compounds are presented. 
Each one of these compounds exhibits different biological properfes, for 
example son* of the compounds can be proton donors involved in acid base 
reasons and some of the other compounds can participate more readily in a 
SN1 type reaction. Each one of these compounds is patentably distinct absent 
factual evidence to the contrary. 
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Applicant is required under 35 U.S.C. 121 to elect a single compound from 
the group of compounds presented in claims 1-34, 39-43, and 50-64. 

Applicant is advised that a reply to this requirement must include a single 
compound from the list of compounds that is elected consonant with this 
requirement, and a listing of all claims readable thereon, including any daims 
subsequently added. An argument that a claim is allowable or that all daims are 
generic is considered nonresponsive unless accompanied by an election. 

Should applicant traverse on the ground that the peptides are not 
pa.en.ably disUnct, applicant should submit evidence or identify such evidence 
now of record showing .he peptides to be obvious variants or dearly adrrf. on the 
record that this is the case. In either instance, if the examiner finds one of the 
inventions unpatentable over the prior art, the evidence or admission may be 
used in a rejection under 35 U.S.C. 103(a) of the other invention. 
Because these inventions are distinct for the reasons given above and since they 
have acquired a separate status in the art as shown by their different 
classification and/or divergent subject ratter, and/or are separately and 
independently searched, restriction for examination purposes as indicated is 

proper. 

Applicant is advised that the response to this requirement to be complete 
must include an election of the invention to be examined even though the 
requirement be traversed (37 C.F.R. 1 143). 

During a telephone conversation with Mr. Harvey Cohen on 09-1 0-03 a 
provisional eledion was made with traverse to prosecute the invention of Group 
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by applicant in replying to this Off.ce a*. Cairn 36-38, 44-49 and 65 

r 07 pfr i 142(b), as being 
.rom.ur.her consideration by .he examiner, 37 CFR 1.U2, 

drawn to a non-elected invention. 

AppliC ant is reminded fnat upon the cancellation o, ciaims to a non-e.ec.ed 
in ven.ion,,he invent ship m U s. he amended in compiiancewi, 3, C FR ,4 8(b ) 

least one Cairn reding in the application. Any an^ndmen, o, inven,orsh,p 
must be accompanied by a request under 37 CFR 1 -48(b) and 
required under 37 CFR1.170). 



Priority 



Preliminary Amendment 
Th e penary amendment f„ed 10,01,2001 has been entered. New 
Cairns 51-65 have been added. The pending claims are 1-65. 
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Information Disclosure Statement 

The IDSs filed 01/02/2002 and 07/18/2002 have been received, entered 
and considered. A signed copy of PTO-1449 for these IDSs is attached. 

Claim Objections 

Cairns 3-29, 31-32, 34, 41, 43 and 64 are objected .0 because they depend 

from a rejected base claim. 

Claim Rejections -35USC§112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

Calms 30, 33, 39-10, 42, 51-60 and 63 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point ou, and 
disfinctly claim the subject matter which applicant regards as the invention. 

Claim 30 provides for the use of a pharmaceutical composition and a 
compound, but, since the claims do not set forth any steps involved in the 
rnethod/process, it is unclear what method/process applicant is intending to 
encompass. A claim is indefinite where it merely recites a use without any 
active, posisve steps delimiting how this use is actually practiced, 
in claim 33 and 63 the phrase "still additionally- is indefinite, 
in claims 30, 39-10 and 51-60 "HCV needs to be spelled out in the first 

instance of use.. 

in ciaim 42 and 63 "PEG" needs to be spelled out in the first instance of 



use. 
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Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Wto eve, inverts o, - - "SSSSS ET£XS&~ 

CWm 30 is rejected under 35 U.S.C. 101 because the claimed redtafcon 
of a use, without se,«ng forth any steps involved in the process, results in an 

r^e. .itc in a claim which is not a proper 
improper definition of a process, i.e., results in a cla.m w 

process claim under 35 U.S.C. 101. See for example Ex parte Dunki, 153 
USPQ 678 (Bd.A PP . 1967) and Clinic, Products, Ud. v. Brenner, 255 F. 
Supp 131, H9 USPQ 475 (D.D.C. 1966). insofar as this is a composition c,a,m, 
the process recited does no, per se modify the composition and therefore has no 

applicable patentable weight. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 

U.S.C. 102 that form the basis for the ructions under this section made in this 



Office action: 



A person shall be entitled to a patent unless - 

the United States. . 

Cims 1 and 2 ere rejected under 35 U.S.C. 102(b) as being an.apa.ed 
by Brun* e, al. WO 00/05245. Brun k e, ai. teach, (pages 33, line 12, to page 43 



line 



7, and claim 1 , pages 159-167), the following structure; 
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HO 



iCHO: 




NH2 



NH 



Claim 1 recites a structure according to the compound Formula I, with the 
following limitations; J may be (CH2), G may be (OH L may be CH, E may be 
CH, Q and M may be absent and when Q and M are absent A is directly linked to 
L, A may be 0, R1 may be CORs and Rs may be OH, R2 may be an amino, Ra 
may be an C1-C10 alkyl where said alkyl is optionally substituted with a hydroxy, Z 
may be N, R 4 maybe H, W may be C=0 and Y may be an alkoxy. Claim 2 is a 
further limitation of claim 1 that states R1 may be CORsand R 5 may be OH. 
Thus Brunk et al. teach all the elements of Cairns 1 and 2 and these claims are 



anticipated under 35 USC 102(b). 



Conclusion 



Claims 61 and 62 are allowed. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Robert B Mondesi whose telephone number 
is 703-305-4445. The examiner can normally be reached on 9am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Christopher Low can be reached on 703-308-2923. The 
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fax phone number for the organization where this application or proceeding is 

assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application 
or proceeding should be directed to the receptionist whose telephone number is 



703-308-0198. 



Mondesi 

Patent Examiner Christopher s.riow 

09-28-03 ^gSSSSSS^ 



